JIMCTOBXA: THOOPMAIMA 3A ITOTPEBUTEJA
Heopnen 1, 2, 3,4 (1, 2, 3, 4 mg punmuapann TabaeTxn)
Neorisp 1, 2, 3, 4 (1, 2, 3, 4 mg film-coated tablets)
Risperidone

HPO‘IETETE BHHMATCIHO ISLIATA JIACTOBKA, MMPein Aa 3a0THETE AA nprJjaarare Topa JIeKapcrTeo.

- ariazeTe TasH JTUCTOBKA. Moske Na UMaTe HyX/1a Ja s MPOYETETe OTHOBO.

- AKO HMaTe HAKAKBH JONGIHUTE/IHN BBIIPOCy, nonuTaiire Bawmmg sexap wmu dpapmanesr.

- Topa nexapcTBo e npeanucano auaHo Ha Bac. He ro npeotcreneaiite Ha apyru xopa, To Moxke a UM
HaBpelH, HE3AaBHCHMO OT TOBA, Y€ TeXHUTE CUMIITOMH ¢a ChILuTe KakTo Bawture.,

- AKO HAKOS OT HEXCMAHUTS JEGKAPCTBEHM PEaKiud CTaHe CepuHo3Ha, WM s3abenexure IOpyri,
HEOITHCaHH B TAa3U JIKCTOBKA HEXKEHaHU Peakiut, MojiA yBeIoMete Bamus sexap wiu papMaliesT.

B TasH JIHCTOBKA: N3NLIHUTENHA ATEHLLAS N0 TEKAPCTBATA

nticmnaxa - fl«ﬂﬂﬁ@lﬁlﬁ;z\ . B '1,*“ -4k %QJ

Kaxeo npencraemnaea Neorisp 1 32 KakBo ¢ M310J138a
ITpenu pa npuemete Neorisp

Kax ma npuemare Neorisp

Bp3mokHE He)xeRaHY peakiyin

CexpaHenyie Ha Neorisp

HoirsHuTeIHa HHGOPMAHA

O PN e

1. KAKBOIIPEACTABJIABA NEORISP 4 3A KAKBO CE H3IIOJI3BA

@OuimupanuTe TabneTku Neorisp oT 1, 2, 3 1 4 mg ca B OnHCTepH 0T DONMBUHHAXJIOPUL/ATYMUHKEBO
(hoNIHO, makeTHpaHKW B KapTOHSHa ONAKOBKA, CHABPKAINA JHCTOBKa 32 pamucHTa, Omakopxata e. ot 30
TAaOnETRY.

Beaka GmnMipada Tabnerxa cpAbpKa cbOTBeTHO 1 mg, 2 mg, 3 mg unx 4 mg OT aKTHBHATA CHCTABKA
puvcnepMaoH (risperidone).

Neorisp e rnoxa3aH 3a Je4eHHE Ha MIMPOK KPBI OT MALMEHTH C IUM30(PEeHHd - ITEPBH NICHXOTHYEH ENH30,
peIMAVEY, XPOHUYHA MHN30(QPECHAS U APYTd HNCUXOTHYHHM CHCTOSHMA, NIPH KOWTO NO3IUTHUBHUTE CUMIITOMY
(KaTo XamrolMHALMH, HATYNHOCTH, HAPYIUSHO MMCASHE, BpaxKASOHOCT, MHUTEIHOCT) WHIH HEraTHBHUTE
CHMIITOMHU (KaTO aeKTHMBHO NPUTEIIABaHE, CMOLHOHATHA B COLUANHa 3aTBOPEHOCT, O0cAHABAHE HA PeyTa)
ca ApKO u3paseHu. Neorisp ¢hIlllo obieKyaBa aQEeKTUBEHTE CUMITOMM (KATO IOTHCHATOCT, YyBCTBO HA BHHA,
TPEBOXKHOCT), CBBP3aHH ¢ Muzodpennd. Ocsen topa Neorisp € mokazaH CbIIO H 3a NPOKBIKUTEIHO
JISUCHHE 33 MIPeAOTBpaTABaie Ha peliMAUBH IPH NAalMECHTH ¢ XPOHUYHA MHU30DPeHM.

2. IIPEJA A IPUEMETE NEORISP

He npremaiiTe Neorisp upH chiefHuTe ChCTOSHHUS:

Neorisp e MPOTHBONIOKA3aH NPU MalHEHTH CHC CBPHXHYBCTBHTENHOCT KbM aKTHBHATA CHCTABKA KK KBHM
HAKOE OT MOMOIIHUTE BEI[eCTBA B TaONeTKaTA. o

Cuepnannn npeayupesxenss; npy jiedednero ¢ Neorisp



ITopagu anda-OnoxupamioTo HEHCTBHE HA AaKTMBHATa ChCTaBka risperidone e BB3MOKHA Ii0ABa Ha
HaMaJIdBaHe Ha KPEBHOTO HajAraHe IpyU U3IpaBsHe, OcoOeHO MO BpeME Ha Ha4YanHUd NEPHOT HA
amanTUpaHe Ha gosara. Neorisp TpAbBa Ha ce npunara ¢ BHUMAaHUE TIPH IAIMEHTH C IIPOSBEHO ChpPASYHO-
CBAOBO 3a0oisBaHe (Harp. CcbpACYHA HEHOCTATBYHOCT, HMH(aApKT HAa MUHOKap[a, AaHOMAalWH B
NpOBOAMMOCTTA, 00€3BOAHABaHE, HaMalleH 00eM Ha KPBBTa WIM MO3BYHO-CHAOBO 3a00isABade) W Jo3ara
cjleflBa Ja ¢€ aJanTHpa NOCTEHCHHO, KaKTo ¢ Mpernophyado OT JjeKyBamys Jiekap. IlpH mossara Ha
XUIOTEH3UA TPAOBa Jla ce TIOMUCHH 32 HaMAIABaHe Ha J03aTa.

IIpu ynotpebata Ha KIacHYSCKH HEBPOMENTHIM ca Owin ONMCAHM CIIy4ad Ha HEBPOJNENTUYCH MATUTHEH
CHHIpPOM, KOMTO C€ XapaKTepH3Hpa C XHUIEPTepMMs, MYCKyJHa PUTHAHOCT, BereTaTHBHA HECTaOHNMHOCT,
NpOMEHA B CH3HAHMETO M IIOBMUICHY HUBA Ha KpeaTuH(Qoc(hoKHHaza. B TakeB chay4ail BCHUKH
aHTMIICHXOTUYHH MEIUKaMeHTH, BKIIIOUHTENHO ¥ Neorisp, ciefipa Aa OBAT CIIPEHH.

IHpu repuaTpuyHH MaleHTH, MAUUEHTH ¢ OBOpeuHa WIH 4YepHOApPOoOHAa HENOCTATHYHOCT M MAlHeHTH C

JEMEHIMA C€ NPENopBURa CllelPUIHA TO3HPOBKA.

Baumanue e Heob6X0aUMO CHINO M IIPH NpeanHcBaHeTO Ha Neorisp Ha maireRTH ¢ Honect Ha ITapkuHcow,
THH KaTO TEOPETUUYHO ¢ BB3MOXKHO Ja NpeJU3BHKA BiOWIaBale Ha bonecTra.

H3BeCTHO €, Ye KIaCHYESCKUTE HEBPOICIITULIM [TOHIDKABAT I'bPUYOBUS Mipar, 3aToBa C€ NMPENOPHUBa JICHCHHUETO
HA MTAIUEHTH C SIIISIICHE Ja ce U3BBPINBA ¢ BHUMAaHMe.

Ha NMafjueHTUTE MOXKE Ja CC IIPelophiuBa Ja <€ BB3IbPKAT OT INPCKOMCPHO XPaHCHE, INPCABHX
BBE3MOXKHOCTTA 34 YBCIIHNTAaBaAHC Ha TOIJ10TO,

HPH [Npoy4uBaHHs IIpH BB3PACTHH INaUUCHTH ¢ XCMCHUHA, JICKYBaHN CIHOBPEMCHHO C ClJprOGMH,E H

JIEKapCTBCHU MPOAYKTH, CHABPXKAILM aKTHBHATA ChCTaBKa risperidone, ce HabmogaBa NO~-BUCOKA CMBPTHOCT
B CPABHECHHME C JICUCHHE ¢ IIPHEM caMo Ha risperidone MM caMOCTOATENIHO MPHIIOKEHHE Ha (ypoceMup,

Axo Banmyar nekap Bu e kaszan, ye HMare HEIIOHOCHMOCT KbM HAKOM BHAOBE 3axap, ce 00bpHETE KbM HEro,
[IpeAH Aa NPUeMeTe TO3U JIeKapCTREeH IIPOAYKT.

Ilpuem pa Apyru NexapeTBa

Monsa uHbopMmupaiite Bammsg nexap wnM (apMaleBT, ako NMPHEMATE MM HACKOPO €€ IPUEMANH APYTH
JICKapCTBa, BKIKOYHUTETHO M TAKHBA, OTITYCKAHU O3 pelerna.

PuckoBere ot ynorpedara Ha Neorisp B KoMOMHALMA ¢ APYTH MEAHMKAMEHTH HE Ca CHUCTEMHO IPOYYEHH.
IIpensun mepBUYHUTE edekTdl Ha risperidone BBPXY LEHTpajHaTa HepBHA CHCTeMa, IIPWIAraHeTo MY B

KDMGHHBHH.H C APYI'd MEAHKAMCHTH C ECHTPAJIHO ICHCTBUCS TpHﬁB& Ad C¢ H3BEPIIBA BHHMaTCIIRQ,

Neor lSp MOXKC Od aHTalrOHH3Kpa IEUCTBUETO Ha JIeBoAOIA U APYry NOoMMaM¥HOBN arOHHUCTH.

HoxazaHo e, ye xapbaMa3selnuH IOHIKABA IUIa3MeHHTe HUBa Ha risperidone. IlomoOnu edekTd mMorar aa
OpxarT HabmoOgaBaHu W npyd ynorpedara Ha APYTH CPElCTBa, MHAYLHpAIIH YepHOApoOHH eH3uMH. [IpH
pekparsBale IpueMa Ha kapOamasenmue WiIH APYrd CPeACTBa, HHAYKTOPY Ha HepHOAPOOHH EH3HMH,
JO3UpOBKaTa Ha risperidone TpsabBa na ObpAe npepasriefaHa 1 ako € HeoOXOQHUMO - HaMalleHa,

DeHoTHA3UHY, TPULHMKIMYHY AHTUICTIPECAHTH M HAKOM Oera-OnokepH MOXe Ja TOBHIIAT INIA3MEHHTE
KOHLIEHTpalii Ha risperidone, HO He ¥ T€3W HAa aHTHIICHXOTHYHATa (pakmud. IIpu npueMaseTo Ha Neorisp
3aeHO ¢ JPYTH NPEIapaTt, KOUTO C€ CBHP3BaT B rojiiMa CTENeH ¢ NJIasMEHUTe POTEMHM, He ce HabmonaBa
KIMHAYECKH 3HAYAMO U3MECTBaHE OT IUTa3MEHHUTE JIPOTENHHM Ha KOHTO M Jia € OT JBaTa [penapara.
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dhpaxiug. XoauHecTepasHIUTe HHXUOUTOPH raNaHTaMHH M ZOHENe3 I He TOKA3BAT KUHUYHO 3HAYHM SdEKT
BLPXY (rapMaKOKUHETHUKATa Ha risperidone U Ha aKTHBHATA aHTHIICHXOTHYHA (hPaKIIKsl.

Risperidone He mokasBa KIWHHYHO 3HA4MM e(eKT BBbpXY (apMaKOKHHETHKATA Ha JIMTHH, BAINPOAT WIIH
IOUFOKCHH.

Bmx npepmuBeA pasgell OTHOCHO IIOBHIUEHATA CMBPTHOCT HpPH MNALUCHTH B Crapuyecka BBH3pacT ¢
JEeMEeHIHs, TpHeMaly GypoceMHu.

XpaHara He OKa3Ba BIIWsIHME BbPXY pe3opOuusara Ha risperidone.
BpeMeHHOCT K KbpMeHe
IToceBersaiite ce ¢ Baug nexap wim papMaueBT npeau ynoTpebara Ha KOETO U Aa € JICKapcTRoO.

besonacnoctra Ha risperidone npu ynoTpeda no BpeMe Ha OpeMEHHOCT MpH YOBEKa HE € ycTaHoBeda. [lo
TasH npuumHa Neorisp cjlefBa Ja ¢¢ Ipuiara Mo ppeme Ha OpeMEeHHOCT, caMoO aKo [10J3aTa IpEeBHINaBa
PHCKORETE.

YeraHoBeHo e, ye risperidone ce oTheas B MaliukHOTO MIAxo, ITopanu ToBa »<eHH, npueManiy Neorisp, He
TpAOBa 2 KEPMAT.

I0ojpnpane H padoTa ¢ MAIMAHA

BesmoxxHo ¢ Neorisp Aa mompedd Ha AeMHOCTH, W3NCKBalld NOBUIICHO BHUMaHue. [lopamy ToRa
nalveHTHTe TpAOBa Ia ce chBeTBAT fa He HIoQUpaT M Ja He YNPABiABAT MAIIMHM 10 YCTAHOBABAHE HA
MHIUBHOYAJIHATA UM UYBCTBHTEJIHOCT.

3. KAK JA IIPHEMATE NEORISP

Bunaru npuemaiire Neorisp, TouHO Kakto Bu e kazan Bamusa nexap. AKo HE cTe CUTYPHHM B HElo,
roNuTaRTe Bammg nexap wiM papMalenT.

In3ohpenns

Ilpemunaeane om Opy2u anmuncuxomuynu cpeocmea Kvm Neorisp:

Korato ¢ MeQMIIMHCKH OnpaBAaHO, C€ HPEeNopbYBa MNOCTEIICHHO MpeKpaTIBaHe HA MPEIUAINHOTO JICUCHHE
clieq] 3anmoyBane Ha Tepanus ¢ Neorisp. Cairo Taka, ako TOBa € MERMLMHCKH OIIPaBAaHo, ce MpEenopLUYBa IpH
[IpeMHHABaHe Ha MalldeHTa OT aHTHUIICHXOTHYHM Jeno-Tipenapaty, Tepanuara ¢ Neorisp Ha 3aflouHe ¢he

3aMECTBAHE HA ClieABalllaTa MHKEKIHA OT cxemarta, HeoOxoaumMocTTa OT HPOABIKABAHE HA HPOBEKAAHOTO
aHTUTIAPKUHCOHOBO JICUeHUe TpAOBA EPUOAHYHO A4 ce IMpepasruexaa.

Buw3pacmnu
Neorisp MOXe Aa ce npwiara repopaaHe BeXHEXK WIK JBa TETH JHEBHO.

[TaunuenteTe TpAOBa Aa 3anoyBaT JICUECHUETO C H03a 2 mg/nHeBHo Neorisp. Jo3ata Moxke 1a Obie MOBHILIEHS
Ha BTOpHA JAeH Ha 4 mg. CieX ToBa [Jo3aTa MOXKE Ha ce MOAMBpKA HEUPOMEHGHA MM fda Obae

UHAUBUAYATHO NpUrofieHa, ako ¢ HeoOxonumo. [loBedeTo nallueHTH ¢ THOBIIHABE \Wﬁﬁﬁ LT Q3U MEKIY
4 u 6 mg. Ilpn HaxOU NaumeHTH € moaxonmsla no-0aBHA THTpalHOHHA (HAZE! 10-] auagHa |
HOATBPIKALLA JO3A. y



Hosu, npeprinasamy 10 mg nHeBHO, HE ca NOXAa3aid MO-BHCOKA ¢(UKACHOCT OT IMO-HUCKHTE AO3H M €
BH3MOKHO Ja IPEeAU3BHKAT €KCTpANUpPaMUIHU CUMOTOMM. THH KaTo Ge30macHOCTTa Ha NO3d Hag 16 mg
OHEBHO HE € M3CJIeABaHa, He TpAOBa Ja ce IpularaT AO3H, IPEBHIIABALM TE3H CTOMHOCTH.

Korato ce M3KCKBa AOMBIHATEIHO CeAUpaHe, KbM Neorisp Moxe Ja ce Ao6aBH OeH30HA3EeIHH.

JTuya 6 nanpeonana ev3pacm

IlpenopryBa ce madanna gos3a or 0,5 mg OBa OBTH AHEBHO. Tasu Josza MOxe Ja ObAe MHAUBHAYATHO
npuroAcHa ¢ mobasku or 0,5 mg ABa nBTU AHEBHO A0 1-2 mg nBa eTH AHEBHO.

Neorisp ce rmoHacs godpe OT NAallMeHTH B HANpeaHana Bb3pacT.
Heua

JIurcea onyT OT yioTpeda pH Jena nox 15-roauniHa Bs3pacT.
bvopeuno u wepnoopobrno 3abonneane

IIpenopeuBa ce Hayanua nos3a or 0,5 mg ABa neTH AHEBHO. Tasu no3a Moxe na ObAe MHAUBMAYAITHO
npurofeHa ¢ 1o6asku ot 0,5 mg Asa eTH AHEBHO A0 1-2 mg nBa NBTH AHEBHO.

Jlo HabupaHeTo HA noreye omuT Neorisp cleaBa Aa ce MpUara ¢ BHEMaHKie Py Ta3d FPyIa MaryeHTH.
AKO UMaTe HAKAKBHU JOTBAHUTENIHH BBIIPOCH, CBBP3aHU ¢ ynoTpebara Ha TO3M IIPOAYKT, MOJS ITOIMHTANTE
Bamua nexap win papManesT.

4. Bb3IMOMXHMH HEXEJAHN PEAKIHU

Kaxkro BCHUKE AeKapcTea, Neorisp Mosxe ha NpeausBUKa HEXKCJIAHM peakKLMM, BRIPEKH Y€ He BCEKH T'U
N10Iy4aBa.

AKO HAKOS OT HEXEJAHUTEC JICKapCTBEeHH PEaKkLdd CTaHe CepuO3Ha, WM 3adeNexuTe APYrH, HeoNnHUCaH! B
Ta3W JIMCTOBKA HEXKENaHU peakLuy, MojIst yBegoMete Bantg siexap win apMalieBT.

Ha Oazata Ha rojneMus KIHHUYEH OITHT, BIUIIOYBANN TIPOABIDKUTENHA YIOTpeba, € yCTaHOBEHO, 4e
risperidone ce noHaca nodpe. B MHoro ciyyam ¢ Oumo TpyAHO Ja ce pa3fydyaT HEXKEJaHHUTe CHOMTHUA OT

cUMNTOMHTe Ha 3abongBaHero. Hesxenauwre peaxuuu, HaOnrogaBaHM BBHB Bpb3Ka ¢ ynoTpebata Ha
risperidone, ca n30poeHn nmo-goay:

Hecmu:
bescrHue, BBp30YIa, TPEBOKHOCT, FIIaBOOOIIHE,

Io-peoxu:

CBHAUBOCT, YMOpPa, 3aMasgHOCT, HapyIIeHA KOHLGHTPAIUs, 3a11eK, AHUCIICTICHS, FaJcHe/fIOBphIaHe, KOPSMHU
O0NKY, 3aMBITICHO BIDKAaHe, OOJIC3HCHA €PeKUMs, SpeKTHIHA AUCYHKLYS, HapyilleHHe Ha esKyjaaluara,
CMYLICHUS Ha Oprasma, 3aJipeXKKa Ha ypHHATA, PUHUT, OOpHUBY M APYTH alleprIuHy PeaKiiu.




Ilo BpeMe na neuenmero ¢ risperidone ca HaGmomaBaHu yBeaHYaBaHE HA TEIJIOTO, OTOK W IOBUIIABAHE
HHUBOTO HA YCPHOOPOOHHTE EH3UMU.

IIpn ynotpeba na risperidone uma crobmeHMa 3a NepeGpo-BacKyMAPHU HEXKEIAHU PEaKLUH, BKIIOUHTEHO
nepebpo-BacKyAapHHM HHUUASHTH ¥ MPEXOIHH HCXEMMUYHHN ChCTOSHUAL

B MHOro penku ciyyan no BpeMe Ha Jiedenue ¢ risperidone ce crobIapa 3a XMNepriMKeMus H BJIOMIABAHE
Ha CBIECTRYBam AUaler.

3. CBbXPHEHHE HA NEORISP
Ha ce ¢hXxpanasa npu temimeparypa nog 25°C. Ja ce rasu oT CBeTJIHHA U Biara.
CeXpadgBaiiTe Ha MACTO, HEAOCTHITHO 34 Jeila.

He usnonspaiite Neorisp cien cpoka Ha TOOHOCT, OTOENA3aH BBEPXY €THKETA ¥ KAPTOHEHATA OIAKOBKA.
CpOKBT Ha FOAHOCT OTroBaps Ha NMOCISAHUA AeH OT OCOYESHHUS MECell.

JlexapcTBaTa He TpsAOBa Za ce M3XBBPJIAT B KaHAIM3aUWATa HIH B KOHTEHHepa 34 JOMAIIHM OTIAXbIIH.

llonuraiite Bamna ¢apMalieBT Xak Aa YHUIROXKHTe HeHy>kHuTe Bu nekapctsa. Te3n MEpKM 11e CrIOMOrHAT
32 OIIa3BaHe Ha OKOJIHATa cpeaa.

6. JOOBJHUTEJIHA HHOOPMAITHA

Kaxpo coanpaxa Neorisp

- AKTHBHATA CBCTaBKa € pHCNepuaoH (risperidone).

- HApyrure ChCTaBKH Ca LAPEBHYHO HUINECTe, MHKPOKPHCTANHA LIeNYJI03a, JIAKT032 MOHOXHIpPAT,
HATPHEB INIHKOAAT OT ckopOana (1IpuMoren), Marae3nes cTeapar, JeCTHIHpPaHA BOAA.

Kaxk nsrae;xna Neorisp H kakeo ¢babpxka ONaKOBKATA

@OunMupasy TabJIeTKH 3a MEpOPATHO NPHIOKEHUE, B GMUCTEPU OT NONUBIHWIXJIOPHI/ATYMHHEHEBO (HONHO,
NAaKeTHPaHH B KAPTOHEHA OMIaKOBKa, CHABPKAIKA JUCTOBKa 3a manueHTa, Onakoskarta € ot 30 TabineTkn.

IiprTexaTesa Ba paspemeHHeTO 32 ynoTpeda

HEO BAJIKAHHUKA EOOXA
V. “3emngue” 35
Copusd, benrapus

IlporsBoanTe1, OTTOBOpPeH 32 0CBOOOKAABAHE HA NAPTHAHTE

CEMELOG-BRS LTD.
2040 Budaors, Vasut u. 2, Yurapus

3a TOMBJIHHUTENIHA HH(pOPMALIUA OTHOCHO TO3H JISKAPCTBEH TNPOLYKT, MOJIA CBBPIKETE CE€ C JIOKANHUS
MpeACTABUTEN Ha MPUTEKATEIA Ha pa3pelIeHUETO 32 yroTpeda

laTa Ha DocieAHO ONo0peHHe HA IHCTOBKATA
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